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RESEARCH TRIANGLE INSTITUTE

National Laboratory Certification Program :
' January 14, 1999

0027

Mr. H. David Michaelsen
Pathology Associates Medical Labs
E. 11604 Indiana Avenue
Spokane, WA 99206

Dear Mr. Michaelsen:

The enclosed critique was developed from the inspection reports of the inspectors who
conducted the fifteenth maintenance inspection of your laboratory under the National
Laboratory Certification Program (NLCP). Based upon our review of these reports, the
laboratory's performance in this inspection is highly acceptable. However, the following issues

were raised:
E. The Standard Operating Procedures section
F. The Chain of Custody, Accessioning, and Security section
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G. The Records Audit section
raised:

N. The Gas Chromatography/Mass Spectrometry section :

RTI is recommending to the Department of Health and Human Services (HHS) that the
laboratory's certification be continued based upon its acceptable performance in the inspection
phase of the program. The laboratory must take steps to correct the issues cited above. The
laboratory must also review the enclosed critique and take all necessary corrective actions. All
corrective actions must be implemented within 30 days of receipt of this correspondence. It is
not necessary for the laboratory to submit a written response to RTI. All corrective actions will
be reviewed during the next inspection.

If you have any questions or if we can be of further assistance, please call me at (919)
541-7265 or Dr. Michael Baylor at (919) 541-7043.

Sincerely,

Deborah J. Denson
NLCP Inspection Analyst
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Enclosure

cc: Project Files/M15



NATIONAL LABORATORY CERTIFICATION PROGRAM

Document Review and Critique

Laboratory I.D. Number: 0027
Document No. Final

ratori

Laboratory: I
Location: Sookane, WA
Document Reviewed: [ ]Application Form
[XX] Inspection Report #M15 Date: 19 November 1998
[ ]Other
Status: [XX] Highly Acceptable [ )Acceptable
[ ]Unacceptable [ ] Failure

A review of the National Laboratory Certification Program (NLCP) inspection reports has been
completed. It is the judgment of the reviewers that the laboratory has met the standards required for the

inspection phase of the Program.

‘ There were a number of comments and observations generated as a result of the inspection that
are detailed on the following pages for the attention of the laboratory before its next inspection.

NLCP ¢ Research Triangle Institute Page 1
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Ver. Final Lab ID# 0027

The following comments were noted, and appear in the same order as the corresponding
questions in the Laboratory Inspection Report:

i . n rating Pr - ures Manual

NLCP ¢ Research Triangle Institute Page 2
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Ver. Final Lab ID# 0027

Sectic .1 F, Chain-of-Custody, Accessioning and Security

NLCP ¢ Research Triangle Institute Page 3
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t Ver. Final Lab I1D# 0027

Section K, Reporting
Section L. Equipment and Maintenance
Section M, Immunoassay

e
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National Laboratory Certification Program

July 9, 1999

0027

Mr. H. David Michaelsen
Pathology Associates Medical Labs
E. 11604 Indiana Avenue
Spokane, WA 99206

Dear Mr. Michaelsen:

The enclosed critique was developed from the inspection reports of the
inspectors who conducted the sixteenth maintenance inspection of your laboratory under
the National Laboratory Certification Program (NLCP). Based upon our review of these
reports, the laboratory's performance in this inspection is acceptable. Before RTI will
recommend continued certification of your laboratory, the laboratory must clarify/correct
the following issues raised:

E. The Standard Operating Procedures (SOP) section /,./
,/'////
////
,-//
- ’//-—// ““““ )
F. The Chain of Custody, Accessioning, and Security section o
/’/
.
/’//
e
/
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L The Confirmatory Tests section ™
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J. The Records section ..
K. The Reporting section * e
-
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The laboratory must submit, within 30 calendar days of receipt of this letter,
documentation to demonstrate that corrective actions have been implemented to
address the issues raised. In responding to these issues, please organize the material
in your document in accordance with the sections and item numbers as listed in this
correspondence. Once these issues have been successfully addressed, RTI will
recommend to the Department of Health and Human Services (HHS) that the
laboratory’s certification be continued. The laboratory must also review the enclosed
critique and take all necessary corrective actions. All corrective actions must be
implemented within 30 days receipt of this correspondence and will be reviewed at the
next inspection.

If you have any questions or if we can be of further assistance, please call me at
(919) 541-7043 or Susan Crumpton at (919) 541-6176.

Sincerely,

Michael Baylor, Ph.D.
Senior Forensic Toxicologist

Enclosure

cc: Project Files/M16



NATIONAL LABORATORY CERTIFICATION PROGRAM

Document Review and Critique

Laboratory I.D. Number: 0027
Document No. Final

Laboratory: | i ratori
Location: Spokane, WA
Document Reviewed: [ ]Application Form
[XX] Inspection Report #M16 Date: 13 May 1999
[ ]Other
Status: [ ]Highly Acceptable [XX] Acceptable
[ ]Unacceptable [ ] Failure

s

Inspection reports, from the inspectors who conducted the National Laboratory Certification
Program (NLCP)inspection, have been carefully reviewed and found to provide sufficient information to
judge that the laboratory has met the standards required for the inspection phase of the Program,
pending the submission of evidence that appropriate corrective action has been taken.

There were a number of comments and observations generated as a result of the inspection that
are detailed on the following pages for the attention of the laboratory before its next inspection.

NLCP ¢ Research Triangle Institute Page 1



Ver. Final Lab ID# 0027

The following comments were noted, and appear in the same order as the corresponding
questions in the Laboratory Inspection Report:

Section E. Standard Operating Procedures - Procedures Manual

,,,,,
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Ver. Final Lab ID# 0027
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Section L. Computers, Software, and LIMS
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Section M., Equipment and Maintenance
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August 11, 1999

Pariion oy NsNae g s
Mintevi P ABOR VI OK T

Michael Baylor, Ph.D.

Research Triangle Institute HHod | badvani As cnoe
National Laboratory Certification Program Spurkane, WA 99200
3040 Cornwallis Road 0930 2400
Research Triangle Park, NC 27709-2194 ;“”\’ - )‘: ‘IM

RE: Inspection Report #M16

Fouanding Megiher:

Dear Dr. Baylor, PACLAB

Nt i WORKS
LAKORATORIES

The enclosed documentation is in response to you critique of our laboratory’s 16"
maintenance inspection. I have included copies of any changes in our SOP along with
examples where necessary to document corrections or modifications when required.

Attihates:

ALPHA
ALFHAN Meptcal
LABORATORY

LHOT Tronwood Drive

Cocur d"Alene. 1D 83814
208.004.X249
208 638615 Fay

cCBML
Cuottsthia
Hio-Minicay
LABORNIOKIES

/ 7AW Grandridge Blvd

Kennewich, WA 99336
SOV736.4 T
/ 509 76,0106 Fax

) / CEOQ/ General Manager
/ Thomas O Tittany. Ph D.
/ Medicai Director
/ LKk Heraurd. MD.PAD
/ Technical Directors

Don Andersou. Ph D,
s Microbiology
/ Richard D Barcday. PR D,
/7 Tonwoelugy
/ Wiltiam A Diiman, M D .

/ Hematolugy

LM Kiling.wurth. PR D

Chennintry

Marityu A Lioyd PAD

Muiccuiar Pathuolo gy

Julie > Huuns #R D

Calayin s






“If there should be any issues I have not addressed or any modifications unacceptable to you,
please let me know as soon as possible. Thanks.

Respectfully,

by
’

/4

H. David Michaelsen
Responsible Person
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National Laboratory Certification Program
August 25, 1999

0027

Mr. H. David Michaelsen
Pathology Associates Medical Labs
E. 11604 Indiana Avenue

Spokane, WA 99206

Dear Dr. Michaelsen:

We have reviewed the matenal provided in your correspondence of August 11,
1998, submitted in response to issues raised during the sixteenth maintenance
inspection of your laboratory as outlined in our correspondence of July 9, 1999. The
information submitted by the (aboratory appears to demonstrate that appropriate
corrective actions have been completed to address most issues raised. However, the
following was noted during our review of the submitted material:

X040 Comaalis RLad o Post OMce Boa 2% o - - oz Trzoge ez
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Mr. Michaelsen
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certified under the National Laboratory Certification Program. All corrective actions must
be implemented within 30 days of the receipt of this correspondence and will be
reviewed during the next inspection.

If you have any questions or if we can be of further assistance, please call me at
(919) 541-7043.

Sincerely,

Michael Baylor, Ph.
Senior Forensic Toxicologist

cc:  Project Files/M16
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National Laboratory Certification Program

January 10, 2000

0027

Mr. H. David Michaelsen

Pathology Associates Medical Labs
11604 East Indiana Avenue
Spokane, WA 99206

Dear Mr. Michaelsen:

The enclosed critique was developed from the inspection reports of the
inspectors who conducted the seventeenth maintenance inspection of your laboratory
under the National Laboratory Certification Program (NLCP). Based upon our review of
these reports, the laboratory's performance in this inspection is highly acceptable. The
inspection team had some areas of concern, which are detailed in this cover letter and
attached critique.

E. The Standard Operating Procedures (SOP) section s

//
o
’//
,,,,, T
=
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F. The Chain of Custody, Accessioning, and Security section - //
/,,-/—/'/ ’
—
/
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Mr. Michaelsen
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J. The Records Audit section

RTl is recommending to the Department of Health and Human Services (HHS)
that the laboratory's certification be continued based upon its acceptable performance in
the inspection phase of the program. The laboratory must take steps to correct the
issues cited above. The laboratory must also review the enclosed critique and take all
necessary corrective actions. All corrective actions must be implemented within 30 days
of receipt of this correspondence. It is not necessary for the laboratory to submit a
written response to RTI. All corrective actions will be reviewed during the next
inspection.

If you have any questions or if we can be of further assistance, please call me at
(919) 541-6176 or Dr. Michael Baylor at (919) 541-7043.

Sincerely,

=~ A

Susan Crumpton
NLCP Inspection Analyst

Enclosure

cc: Project Files/M17



NATIONAL LABORATORY CERTIFICATION PROGRAM

Document Review and Critique

Laboratory I.D. Number: 0027
Document No. Final

Laboratory: Pathology Associates Medical Laboratories

Location: Spokane, WA

Document Reviewed: [ ]Application Form
[XX] Inspection Report #M17 Date: 11 November 1999
[ ]Other

Status: [XX] Highly Acceptable [ ]Acceptable
[ 1Unacceptable [ ]Failure

e ——— —— —————— — ——_______——___—_—___________—— _————

A review of the National Laboratory Certification Program (NLCP) inspection reports has been
completed. It is the judgment of the reviewers that the laboratory has met the standards required for the

inspection phase of the Program.

There were a number of comments and observations generated as a result of the inspection that
are detailed on the following pages for the attention of the laboratory before its next inspection.

NLCP ¢ Research Triangle Institute Page 1



Ver. Final Lab ID# 0027

The following comments were noted, and appear in the same order as the corresponding
questions in the Laboratory Inspection Report:

Section E. Standard Operating Procedures - Procedures Manual

Section F. Chain-of-Custody, Accessioning, and Security

Section G. Quality Control

Section H. Initial Tests

NLCP ¢ Research Triangle Institute Page 2



Ver. Final

Lab ID# 0027

Section |. Confirmatory Tests

/’/
e
Section J. Records Audit
/
/-'—“"‘"//
/"" //
Section K. Reporting
Section L. Computers, Software, and LIMS
,/“"/’/”‘
////
/‘/,_,/

Section M. Equipment and Maintenance

Section N. Personnel

NLCP ¢ Research Triangle Institute

Page 3



RESEARCH TRIANGLE INSTITUTE

National Laboratory Certification Program

June 22, 2000

0027

Mr. H. David Michaelsen
Pathology Associates Medical Labs
11604 East Indiana Avenue
Spokane, WA 99206

Dear Mr. Michaelsen:

The enclosed critique was developed from the inspection reports of the inspectors who
conducted the eighteenth maintenance inspection of your laboratory under the National
Laboratory Certification Program (NLCP). Based upon our review of these reports, the
laboratory's performance in this inspection is acceptable. Before RTI will recommend continued
certification of your laboratory, the laboratory must clarify/correct the following issues raised:

G. The Quality Control section i

H. The Initial Tests section o

3040 Cornwallis Road « Post Office Box 12194 « Research Triangle Park, North Carolina 27709-2194 USA
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-
[ The Confirmatory Tests section. o
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/’///./
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J. The Records section
— "/"
L. The Laboratory Information Management System (LIMS) section . ///’
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The laboratory must submit, within 30 calendar days of receipt of this letter,
documentation to demonstrate that corrective actions have been implemented to address the
issues raised. In responding to these issues, please organize the material in your document in
accordance with the sections and item numbers as listed in this correspondence. Once these
issues have been successfully addressed, RTI will recommend to the Department of Health and
Human Services (HHS) that the laboratory's certification be continued. The laboratory must
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also review the enclosed critique and take all necessary corrective actions. All corrective
actions must be implemented within 30 days receipt of this correspondence and will be
reviewed at the next inspection.

If you have any questions or if we can be of further assistance, please call me at (919)
541-6176 or Dr. Michael Baylor at (919) 541-7043.

Sincerely,

e I'
OM’WLQ l
ton ¢

Susan Crump
NLCP Technical Analyst

Enclosure

cc: Project Files/M18



NATIONAL LABORATORY CERTIFICATION PROGRAM

Document Review and Critique

Laboratory 1.D. Number: 0027
Document No. Final

Laboratory: Pathology Associates Medical Laboratories

Location: Spokane, WA

Document Reviewed: [ ]Application Form
‘ [XX] Inspection Report #M18 Date: 11 May 2000
[ ] COther

Status: [ ]Highly Acceptable [XX] Acceptable
[ ]Unacceptable [ ] Failure

Wm

Inspection reports, from the inspectors who conducted the National Laboratory Certification
Program (NLCP) inspection, have been carefully reviewed and found to provide sufficient information
to judge that the laboratory has met the standards required for the inspection phase of the Program,
pending the submission of evidence that appropriate corrective action has been taken.

There weré a number of comments and observations generated as a result of the inspection
that are detailed on the following pages for the attention of the laboratory before its next inspection.

NLCP ¢ Research Triangle Institute Page 1



Ver. Final Lab ID# 0027

The following comments were noted, and appear in the same order as the corresponding
questions in the Laboratory Inspection Report:

Section E. Standard Operating Procedures - Procedures Manual

/’/
//
/"/’/
L
z/"' g
,‘/
e
L
-
o
,//
Section F. Chain-of-Custody, Accessioning, and Security
e ——
Section G. Quality Control
.///
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Section H. Initial Tests
,/ - - -
%,; e i B At o e o
\\-

Section 1. Confirmatory Tests

/—-""’//
Section J. Records Audit
.n-//
//—
,//
//,/
,,,,,,,, e
Section K. Reporting
Section L. Computers, Software, and LIMS
o I
Section M. Equipment and Maintenance
NLCP # Research Triangle Institute Page 3
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Ver. Final Lab ID# 0027

Section N. Personnel

NLCP ¢ Research Triangle Institute Page 4



July 26, 2000

Susan Crumpton
NLCP Technical Analyst
3040 Comwallis Road

Research Triangle Park, NC 27709-2194

Dear Ms. Crumpton,

Thank you for your detailed critique and comments of our eighteenth NLCP maintenance
inspection. It is always a pleasure getting constructive feedback in making our laboratory
a better place. The following response and attachments should clarify/correct the issues

you have raised.

21Bco P

PATHOLOGY ASSOCIATES
MEDICAL LABORATORIES

11604 E. Indiana Avenue
Spokane. WA 99206

509.926.2400
800.541.7891
509.924.0002 Fax

Parterships:

PACLAB
NETWORK
LABORATORIES

Seattle. Washington

ALPHA
ALPHA MEDICAL
LABORATORY

Coeur " Alene, lduho

TCL
TRI-CITIES
LABORATORY

Tri-Ciues. Washington

TVL
TREASURE VALLEY
LABORATORY

Boise. Idaho

Chief Executive Officer
Thomas O. Tiffany, Ph.D.
Medical Director

T.J. Allerding, M.D.. Ph.D.
Technical Directors

Richard D. Barclay, Ph.D..

Toxicology

William A, Dittman, M.D..

Hematology

Julie S. Hanna. Ph.D.,
Marilyn A. Lloyd. Ph.D.,
Cytogenetics

L.M. Killingsworth. Ph.D..
Chemistry

Ann Robinson, Ph.D..

Microbiology



If you have any questions, please call me at (800) 541-7891 X6271.

Respectfully

H. David Michaelsen
Responsible Person
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National Laboratory Certification Program

August 2, 2000

0027

Mr. H. David Michaelsen
Pathology Associates Medical Labs
11604 East Indiana Avenue
Spokane, WA 99206

Dear Mr. Michaelsen:

We have reviewed the material provided in your correspondence of July 26, 2000,
submitted in response to issues raised during the eighteenth maintenance inspection of your
laboratory as outlined in our correspondence of June 22, 2000. The information submitted by
the laboratory appears to demonstrate that appropriate corrective actions have been completed
to address most issues raised. The laboratory must take steps to correct/clarify the remaining
issues described below.

/

;'/

7
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Mr. Michaelsen
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e

Based upon our review of the material submitted, RT! is recommending to the

Department of Health and Human Services (HHS) that your laboratory continue to be certified

under the National Laboratory Certification Program. Al

corrective actions must be

implemented within 30 days of the receipt of this correspondence and will be reviewed during

the next inspection.

If you have any questions or if we can be of further assistance, please call me at (919)

541-6176 or Michael Baylor, Ph.D. at (919) 541-7043.

- Sincerely,

TG .

Susan Crumpton
NLCP Technical Analyst

Enclosure

cc: Dr. Michael Baylor
Project Files/M18
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National Laboratory Certification Program
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January 30, 2001

Mr. H. David Michaelsen
Pathology Associates Medical Labs
11604 East indiana Avenue
Spokane, WA 99206

Dear Dr. Michaelsen:

The enclosed critique was developed from the inspection reports of the inspectors

who conducted the nineteenth maintenance inspection of your laboratory under the
National Laboratory Certification Program (NLCP). Based upon our review of these
reports, the laboratory appeared to meet a number of the minimum technical criteria. The

inspection team had some areas of concern, which are detailed in this cover letter and
attached critique.

E.

The Standard Operating Procedures (SOP) section 7

e
e

3040 Cornwaliis Road « Post Office Box 12194« Research Triangle Park, North Carolina 27709-2194 USA
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G The Quality Control and Quality Assurance section
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! The Specimen Validity Tests section v
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K. The Records Audit section




Mr. Michaelsen
January 30, 2001
Page 5of 6

N. The Personnel section: P

The laboratory must submit, within 30 calendar days of receipt of this letter,
documentation to demonstrate that corrective actions have been implemented to address
the issues raised. In responding to these issues, please organize the material in your
document in accordance with the sections and item numbers as listed in this
correspondence.  Once these issues have been successfully addressed, RTI will
recommend to the Department of Health and Human Services (HHS) that the laboratory's
certification be continued. The laboratory must also review the enclosed critique and take



Mr. Michaelsen
January 30, 2001
Page 6 of 6

all necessary corrective actions. All corrective actions must be implemented within 30
days receipt of this correspondence and will be reviewed at the next inspection.

If you have any questions or if we can be of further assistance, please call me at

(919) 541-7265 or Dr. Michael Baylor at (919) 541-7043.

Sincerely,

n / f\
Deborah J. Denson
NLCP Technical Analyst

Enclosure
cC: Project Files/M19



NATIONAL LABORATORY CERTIFICATION PROGRAM

Document Review and Critique

Laboratory 1.D. Number: 0027
Document No. Final

Laboratory: Pathology Associates Medical Laboratories

Location: Spokane, WA

Document Reviewed: [ ]Application Form
[XX] Inspection Report #M19 Date: 9 November 2000
[ ] Other

Status: [ ] Appeared to meet most of the minimum technical criteria
[XX] Appeared to meet a number of the minimum technical criteria
[ ]Failed to meet a number of the minimum technical criteria

(

] Failed to meet a significant number of the minimum technical criteria

e
e T e e

A review of the National Laboratory Certification Program (NLCP) inspection reports has been
completed. The laboratory has appeared to meet a number of the minimum technical criteria required
for the inspectiorr phase of the Program, pending the submission of evidence that appropriate
corrective action has been taken.

Deficiencies identified as a result of the inspection are detailed on the following pages. The
laboratory is required to correct the deficiencies before the next inspection.

NLCP ¢ Research Triangle Institute Page 1
Ver. C2.Jan.2001



Ver. Final Lab ID# 0027

The following deficiencies were identified, and appear in the same order as the corresponding
questions in the Laboratory Inspection Report:

Section E. Standard Operating Procedures - Procedures Manual

NLCP ¢ Research Triangle Institute Page 2
Ver. C2.Jan.2001



Ver. Final

Lab ID# 0027
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Ver. Final Lab ID# 0027

Section H. Initial Tests

Section |. Specimen Validity Tests

NLCP ¢ Research Triangle institute
Ver. C2.Jan.2001
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Section J. Confirmatory Tests

Section K. Records Audit
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Section L. Certification and Reporting
Section M. Laboratory Information Management System (LIMS)
Section N. Personnel
NLCP ¢ Research Triangle Institute Page 5
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March 2. 2001

R TR AR N AT NN
Dear Ms. Denson, R TITERCE ETITH
Enclosed is our response to your critique of Maintenance Inspection #19. Even though we et
Wl LIRS ENEEN

have already started to address and resolve all listed issues, my following response is
limited to those issues you requested information to be submitted or addressed.

Spohane WOy e e
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Parinersitips

PACLAB
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TVL

[ .
CathoN
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Chief Executive Officer
Thamas O. TitTany. Ph.D
Medical Director

T.J. Allerding. M.D.. Ph.D
Technical Directors

Richard D, Barctay. Ph Do

Foxicology

Wilkiam AL Ditiman, M.D

Hematalogy

Julie S Hanna, PhoH
Munilyn AL Llovd. Ph Do
Cytogenetics

LA Kaltingsworth, PhoD

Chemstry

Ann Robuon, PhiD

Merabrology












'id Michaelsen (RP)
General Manager of Toxicology



